R THUOC BAN THEO PON

TO HUONG DAN SU DUNG THUOC
Vién nén bao phim

ZABAVNIK

Thuéc nay chi dung theo don
Pé xa tam tay tré em
Poc ki hwéng din sir dung trwéc Khi dung
Théng bao ngay cho bac sy nhirng tac dung khéng mong muén gap phai khi sir dung thudc

THANH PHAN CONG THUC THUOC:

Mdi vién nén bao phim chua:

Thanh phan hogt chat:

Baclofen .............. 10 mg )

Thanh phén td dwoc: Flowlac 100, cellulose vi tinh thé M112, kollidon VA 64, natri starch
glycolat, magnesi stearat, HPMC E6, talc, titan dioxyd, PEG 4000, polysorbat 80, dau
thau ddu

DANG BAO CHE: Vién nén dai, bao phim mau tréng, mot mit ¢ dap logo ¢, mat kia 6
déap gach ngang

CHI PINH: ﬂ

Baclofen dugc chi dinh d€ giam tinh trang co thit cia co chu dong do cac bénh nhu: ba xo
cling, cac ton thuorng cot song khac, nhu khéi u tuy song, bénh rdng tity song, bénh than
kinh van dong, viém tiiy ngang, ton thuong mot phan cot séng.

Baclofen ciing duoc chi dinh ¢ ngudi 16n va tré em dé giam tinh trang co that co chii dong
phat sinh do tai bién mach mau néo, bai ndo, viém mang néo, chan thuong dau.

Danh gia bénh nhén rat quan trong khi khoi dau diéu tri v6i baclofen, loi ich cta thude cao
nhat & bénh nhan c6 tinh trang co thit giy tré ngai cho hoat dong va/ hodc vat 1y tri liéu.
Khéng nén khéi dau diéu tri cho dén khi tinh trang co thit 6n dinh.

Tré em o )
Baclofen dugc chi dinh & bénh nhan tir 0 dén dudi 18 tudi dé diéu trj triéu chimg co that co
ngudn gdc tir ndo, dic biét néu do bai ndo & tré em, cling nhu sau tai bién mach mau nio
hodc trong trrong hgp c6 su hién dién cia ung thu hoac bénh thoai hoa nao.

Baclofen ciing duogc chi dinh dé diéu trj triéu ching co thit co xdy ra trong bénh tuy séng
(nhiém trung, thoai hoa, chan thuong, ung thu) hodc  khong 10 nguon goc nhu da xo cung,
liét cot song co cung, xo cing cot bén teo co, bénh rong tuy song, viém tiy ngang, liét mot
phan hai chan hodc liét hai chan do chan thwong va chén ép tiy song.

CACH DUNG - LIEU DUNG:

Cach dung:

Thude duoc dung dudng udng. Nén dung baclofen chung véi thire an véi it nude.

Liéu dung: )

Khuyén cao dung liéu thap nhat dat dwgc dép ung tdi vu.

Truéc khi khoi dau dieu tri voi baclofen, can dénh gid can than muc do cai thién 1am sang
téng thé ma bénh nhan c6 thé dat dugc. Phai diéu chinh liéu can than (dic biét 1a & nguoi
cao tudi) cho dén khi bénh nhéan 6n dinh. Néu khoi dau véi lidu qua cao hodc tang liéu qua
nhanh, céc tac dung khong mong mudn c6 the xay ra. Diéu nay dic biét c6 y nghia néu
bénh nhan c6 thé van dong dé giam thiéu yéu co & chi khong bi anh hudng hoic noi co
cling can dugce hd trg.

Khi dung dén lidu toi da khuyen c40, néu tac dung diéu tri khong thiy rd trong vong 6 tuan,
can can nhic c6 nén tiép tuc diéu tri hay khong.

Nén giam lidu tir tir trong khoang 1 - 2 tuan khi ngimg thudc, trir trudng hop khan cép lién
quan dén qua liéu, hodc trong trudng hop xay ra tac dung khéng mong mubn nghiém trong.
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Ngwoi lon

Nén khoi dau diéu trj voi liu 15 _mg/ ngay, t6t nhat nén chia 1am nhiéu 1an. Sau dé ting
liéu tir tir, nhung nén diéu chinh dé phii hop véi yéu cau cia timg bénh nhan.

- 5 mg x 3 1an/ ngay trong 3 ngay.

- 10 mg x 3 1an/ ngay trong 3 ngay.

- 15 mg x 3 1an/ ngay trong 3 ngay.

- 20 mg x 3 lan/ ngay trong 3 ngay.

Tri¢u chu:ng thuong duge kiém soat voi lidu 60 mg/ ngay, nhung can can than d1eu chinh
khi can thiét dé phu hop véi yéu cau ciia timg bénh nhan. C6 thé ting liéu cham néu can
thiét, nhitng khong nén dung lidu qua 100 mg/ ngay trir khi bénh nhén dang ¢ bénh vién va
duoc theo doi can than. Dung nhiéu 1an lidu thap c6 thé co tac dung t6t hon so voi ding it
lan lidu cao tron mot 8O truong hgp. Mot vai bénh nhén cling ¢6 hi€u qua khi chi dung
baclofen vao budi tdi dé chdng lai co cing co gip gy dau. Tuong tu nhu vay, lidu don
baclofen dung trong khoang 1 gid trude khi thuc hién cac hoat dong nhur giit gili, mic quan
4o, cao rau, vat 1y tri li¢u, thuong sé cai thién kha nang van dong.

Déi twong dac biét

Nguoi cao tuoz (> 65 tuoz)

Nguoi cao tudi co thé dé gip nhimg tic dung khong mong mudn hon, dic biét 1a trong giai
doan dau diéu tri. Vi vay nén khoi dau véi lidu thap hon, chinh liéu tir tir dua trén dap ung,
dudi sy theo ddi can than. Chua c6 bang chimg cho théy liéu t6i da trung binh khéc biét so
v61 bénh nhan tré hon.

Tré em (tir 0 - 18 tuéi)

Nén khoi dau diéu trj v6i liéu rat thap (twong duong khoang 0,3 mg/ kg/ ngay) chialam 2 -
4 1an dung, tot nhat 1a 4 lan. Nén tang lidu than trong theo chu ky mdi 1 tuan, cho dén khi
heu phu hop voi tung tré em. Lidu duy tri thuong dung trong khodng 0,75 - 2 mg/ kg/ ngay.
Tong liéu hang ngay khong nén vugt qua 40 mg/ ngay ¢ tré em dudi 8 tudi. O tré em trén 8
tudi, co thé dung liéu hang ngay t6i da 1 60 mg/ ngay.

ZABAVNIK khéng phu hop dé st dung cho tré em dudi 33 kg.

Bénh nhan suy glam chirc nang than

O bénh nhan suy giam chtrc nang thén hodc dang chay than man tinh, nén dung baclofen
v6i lidu dac biét thap, vi du 5 mg/ ngay.

Chi nén dung baclofen ¢ bénh nhan suy than giai doan cudi néu loi ich duoc du doan vuot
trdi so voi nguy co. Nén theo doi chdt ché nhiing bénh nhén nay dé chan doan kip thoi
nhitng d4u hiéu va/ hodc triéu chimg sém caa doc tinh (nhu budn ngi, tho o).

Bénh nhan suy gan

Chua c6 nghién ctru dugc thuc hién trén bénh nhan suy gan dung baclofen. Gan khong
dong vai trd quan trong trong chuyén hoa baclofen sau khi uéng. Tuy nhién, baclofen co
kha nang lam tdng enzym gan, vi vay nén than trong khi dung baclofen ¢ bénh nhéan suy
gan.

Bénh nhan co trang thai co thcft ¢6 nguén goc tir ndo

Tac dung khong mong muén thudng xay ra hon & nhitng bénh nhan nay. Vi vdy nén xem
xét liéu can than va c6 ché do theo ddi thich hop.

CHONG CHI DINH: , ‘ ,
Man cam v6i baclofen hoac bat ky thanh phan nao cua thude.
Loét da day.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Réi loan tAm than va hé than kinh

R6i loan tdm than, tAm than phan liét, trAm cam hodc hung cam, trang thai 1a 1an hodc bénh
Parkinson c6 thé nang thém khi dung baclofen. Bénh nhan cé nhiing tinh trang nay nén
dugc diéu tri than trong va c6 ché do theo ddi thich hop.

Dong kinh

Baclofen ciing c6 thé 1am ning thém biéu hién dong kinh nhung van c6 thé dung baclofen
khi c6 su theo ddi hop 1y va duy tri diéu tri chéng dong kinh day du.
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Than trong khac

C6 thé dung baclofen mot cach cuc ky can than cho bénh nhan dang dung thudc chéng ting
huyét ap.

Nén than trong khi ding baclofen ¢ bénh nhan bj tai bién mach mau nio hoic bénh nhan
suy ho hap hodc suy gan.

Vi tac dung khéng mong mudn thudng xay ra hon & ngudi cao tu6i va bénh nhan bj co thit
co nguon gdc tir ndo, nén diéu tri than trong va c6 ché do theo ddi thich hop & nhiing bénh
nhan nay.

Bénh nhan suy than

D3 thay dau hiéu qua liéu ¢ bénh nhan suy than dung baclofen duong ubng voi liéu > 5 mg/
ngay. Nén than trong khi dung baclofen & bénh nhan suy than va chi nén dung baclofen &
bénh nhan suy than giai doan cudi (bénh than man tinh giai doan 5, d¢ loc cau than < 15
mL/ phat) néu loi ich duoc du doan vuot trdi so voi nguy co.

Cac truong hop ngd doc baclofen da duoc bao cdo & bénh nhan suy than cap.

Dic biét than trong khi dung phdi hop baclofen voi thudc co thé anh huong dang ké dén
chirc nang than. Nén theo ddi chat ché chirc nang thén va diéu chinh liéu hang ngay phu
hop dé phong ngu’a ddc tinh cua baclofen.

Ngoai viéc nging thude, tham phan méau khong dinh ky c6 thé dugc can nhic nhu 1a mot
diéu tri thay thé ¢ bénh nhan ngd doc baclofen ning. Tham phén mau co6 hi¢u qua trong
viée loai bo baclofen ra khoi co thé, giam bot triéu ching qué liéu trén 1am sang va rat
ngan thoi glan hoi phuc & bénh nhén.

Roi loan tiét niéu

Céc 10i loan than kinh anh hudng dén viéc lam rdng bang quang ¢6 thé dugc cai thién khi
dung baclofen. O nhitng bénh nhan bi tang truong lyc co vong cd bang quang, co thé xay ra
bi tiéu cip, nén than tr(_)ng khi dung thubc trong trudng hop nay.

Xét nghiém can 1am sang

D3 c6 bao cao hiém gip tang aspartat aminotransferase, tang kiém phosphatase huyét va
ting glucose huyét trong huyét thanh. Nén thyc hién cac xét nghiém can 1am sang thich
hop & bénh nhan c6 bénh gan hoic dai thdo duong dé dam bao khong c6 su thay ddi vé
nhitng bénh nay do thudc.

Ngimg thudc dot ngot

Lo lang va trang thai I 14n, mé sang, 4o giac, rdi loan tAm than, hung cam hodc hoang so,

co giat (trang thai dong kinh), loan vén dong, nhip tim nhanh, tang than nhiét va - nhu mdt
phan mg hoi tmg - co that tam thoi ning thém da duoc bao cdo sau khi ngimg thude dot
ngot, dac biét 1a sau khi dung dai han.

Phan tmg cai thudc bao gém co giat & tré so sinh sau khi sinh da dugc bao cdo sau khi phoi
nhiém trong tir cung v6i baclofen duong udng.

Vi vay can giam licu tir tir trong khoang 1 - 2 tuan khi ngimg thudc (trir truong hop xdy ra
tac dung khong mong muén nghiém trong).

Tré em

Thoéng tin 1am sang vé viéc sir dung baclofen & tré em < 1 tudi con rét han ché. Viéc dung
thudc & ‘nhimg bénh nhan nay nén dya trén sy can nhic cta bac sy vé loi ich va nguy co
ctia thude & timg bénh nhan,

Tu thé va thiang bang

Nén than trong khi ding baclofen khi viéc co thit 1a can thiét dé duy tri tu thé dimg thing
va thang bang trong van dong.

Céanh bdo lién quan ta duwoc

Thudc ¢c6 chira flowlac 100. Bénh nhan bi bénh di truyén hiém gip kém dung nap galactose,
thiéu hut Lapp lactase hodc réi loan »hép thu glucose-galactose khong nén st dung.

Thubc c6 chita polysorbat 80 c6 thé gy di tmg va dau thau dau co thé giy dau bung, tiéu
chay.

Pé xa tam tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU
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10.

Thoi ky mang thai

Trong thoi ky mang thai, dac bi€t 1a 3 thang dau, chi nén dung baclofen néu viéc sir dung
thude 1a that sy can thiét. Loi ich diéu tri cho me cAn dugc danh gid can than so véi nguy
co ¢6 thé xay ra cho tré. Baclofen qua dugc hang rao nhau thai.

Tac dung khong mong muon trén thai nhi/ tré so sinh

Phan tmg cai thudc bao gdm co giat sau sinh ¢ tré so sinh da dugc bdo cdo sau khi phoi
nhiém trong tir cung véi baclofen dudng udng.

Thoi ky cho con bi .

O nguoi me dang dung baclofen & liéu diéu tri, baclofen c6 thé tiét vao sita me, nhimng
luong nay rat nho nén khong gy tac dung khong mong mudn & tré so sinh.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Baclofen c6 thé gy cac tac dung khong mong mudn nhu chéng mit, an than, budn ngi va
giam thi lyc, cac tic dung nay c6 thé 1am giam phan ng cta bénh nhan. Bénh nhan gip
nhiing tic dung khong mong mudn nay khong nén 1ai xe hodc van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC: ,

Levodopa/ thuoc uc ché dopa decarboxylase (thuoc uc ché DDC) (carbidopa)

O nhing bénh nhan bi Parkinson diéu tri véi baclofen va levodopa (don doc hoic phdi hop
véi thude tre ché DDC, carbidopa), da c6 bdo céo 1u 1an, a0 giac, budn ndn va kich dong.
Ciing da co6 bao cdo tri¢u chimg bénh Parkinson nang hon. Vi vay, nén théan trong khi dung
chung baclofen va levodopa/ carbidopa.

Thudc gay e ché hé than kinh trung wong (CNS)

Tac dung an than c6 thé ting khi dung chung baclofen véi cac thube gay trc ché than kinh
trung uong bao gdm céc thude gidn co khac (nhu tizanidin), cac opiat tong hop hodc do
udng co con.

Nguy co trc ché ho hép ciing ting 1én. Thém vao d6, da c6 bao cao ha huyét ap khi ding
chung morphin va baclofen tiém trong mang nio tay. Can theo ddi can than chirc ning ho
hép va tim mach, dic biét 1a & bénh nhan c6 bénh tim phdi va suy co ho hap.

Thudc chéng trim cam ) i

Khi ding chung baclofen va thudc chdng trim cam ba vong, tac dung clia baclofen c¢é thé
duoc ting 1én dan dén giam truong luc co dang ké.

Lithi

Dung chung baclofen duong udng va lithi c6 thé lam ning thém céc triéu chimg ting dong.
Vi vy, nén thén trong khi dung chung baclofen va lithi.

Thubc chdng tang huyét ap

Vi dung chung baclofen va thudc chéng tang huyét ap dé gay tang tac dung ha huyét ap,
nén diéu chinh liéu thudc chéng ting huyét ap thich hop.

Tac nhan lam giam chirc nang than

Thudc c6 thé gay anh huong dang ké dén chirc nang than co thé 1am giam thai trir baclofen
dan dén doc tinh.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tac dung khong mong mudn thude xay ra chi yéu khi khoi dau diéu tri (nhu an than budn
ngil va budn ndn), néu tang lidu qua nhanh, dung liéu cao, hodc & ngudi cao tu01 Céc tac
dung khong mong muén thu’orng thodng qua va c6 thé glam nhe hodc bién mat khi giam
lleu tac dung khong mong muon hiém khi niang dén mirc can _phai nging thuoc

Néu triéu ching budn nén van con dai dang sau khi giam liéu, khuyén cdo udng baclofen
v6i thire an hodgc sira.

O bénh nhan c6 tlen sir bénh vé tam than hodc bénh mach mau néo (nhu dot quy) cling nhu
& bénh nhan cao tudi, tic dung khong mong mudn ¢ thé nghiém trong hon.

Co the xdy ra giam ngudng co giat, dac bi€t la ¢ bénh nhén dong kinh.

Mot s6 bénh nhan c6 sy ting co thit nhu 1a phan tmg ddi nghich véi thude.
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11.

Giam truong lyc co voi mire d§ khong mong mudn, 1am bénh nhan kho di lai hodc cham
soc ban than, c6 thé xay ra va thuong c6 thé duoc giam nhe bang cach diéu chinh lai liéu
(vi du nhur giam lidu ding vao ban ngay va c6 thé tang liéu vao budi tbi).

Téac dung khéng mong muén phan theo tin suit va hé co quan

Rat thwong gap, ADR > 1/10

Than kinh: An than, budn ngu.

Tiéu hoa: Buon non.

Thuong gap, 1/100 < ADR <1/10

Than kinh: Uc ché hd hap, trang thai 10 1an, chong mat, 40 giac, tram cam, mét moi, mat
nga, cam giac phan khich, yéu co, mat diéu hoa, run ray, 4&c mong, dau co, nhirc dau, rung
giat nhan cau, khé miéng.

Thi giac: Suy giam thi luc, réi loan diéu tiét mat.

Tim: Giam cung lugng tim.

Mach mau: Ha huyét ap.

Tiéu hoa: Réi loan tiéu hda, tao bon, tidu chay, nén khan, nén.

Da va m6 du6i da: Phat ban, tang tiét mod hoi.

Than va tiet niéu: Tiéu rat, dai dam, kho tiéu.

Hiém gap, 1/10.000 < ADR <1/1.000

Than kinh: Di cam, loan van ngén, loan vi giac.

Ti€u hoa: Pau bung.

Gan mat: Bat thuong chirc nang gan.

Than va tiét niéu: Bi tiéu.

Hé sinh duc va tuyén va: Réi loan chic ning cuong duong.

Rat hiém gap, ADR <1/10.000

Toan than va duong st dung: Ha than nhiét.

Chura ré tan suat

Tim: Cham nhip tim.

Da va mo dudi da: Noi may day.

Toan than va duong st dung: Hoi chang cai thude.

Xét nghiém: Tang glucose huyét.

Hudéng din cach xir tri ADR

Néu ADR xay ra, c6 thé lam giam bang cach giam liéu dung va tién hanh diéu tri triéu
chung.

Thuéc cé thé gdy ra cdc tac dung khong mong muon khdc. Can theo déi chat ché va khuyén
cdo bénh nhan théng bdo cho bdc sy nhitng tac dung khéng mong mudn gdp phdi khi sir
dung thudc.

QUA LIEU VA CACH XU TRi:

Triéu chung

Cac dic diém noi bat 1a du hiéu Gc ché than kinh trung wong: Budn ngu, giam muic do ¥
thie, hon mé, (e ché ho hép. Cac tri¢u chung co thé xay ra khac 1a: Lua 1an, ao giac, kich
déng, co giat, bét thuémg trong dién ndo do (dang song bung nd va wc ché va song 3 pha),
ri loan diéu tiét mat, giam phan xa dong tir, glam truong lyc co toan thén, rung giat co,
giam phan xa hodc mat phan xa, gidin mach ngoai bién, ha huyét ap hodc tang huyét ap,
cham nhip tim, nhip tim nhanh hogc loan nhip tim, ha than nhiét, budn n6n, non, tiéu chay,
tang tiét nudc bot, ting enzym gan. Bénh nhan suy than c6 thé xuét hién dau hiéu qua liéu
ké ca véi baclofen du’ong uong heu thép.

Tinh trang qué liéu c6 thé x4u di néu dung nhiéu thudc hoic hoat chit c6 tac dong 1én CNS
(nhu ruou, diazepam, thudc chéng trim cam 3 vong) ciing mot luc.

Xur tri

Chua c6 thudc glal ddc dac hiéu.

Nén thue hi¢n cac bién phap hd tro va diéu tri triéu ching trong truong hop ha huyét ap,
tang huyét ap, co giat, réi loan tiéu hoa va (rc ché ho hap hoic tim mach.
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12.

13.

Vi th}léc thai trr chu yéu qua than, nén bd sung nhiéuqnuc’rc, ¢6 thé dung chung voi thude
loi tiéu. Tham phan mau (doi khi khong dinh ky) ¢6 thé c6 ich trong truong hop nhiem doc
ndng do suy than.

PAC TINH DUQC LUC HQC:

Nhém dwgre ly: Thude gian co van.

Ma ATC: M03B XO01.

Baclofen la mot thudc twong ty acid alpha-aminobutyric, c6 tac dung gién co van. Baclofen
lam giam tan so va bién d¢ cua co that co ¢ bénh nhan c6 ton thuong tuy song Thudc ¢
tac dung chu yéu trén tuy sdng, ngan can giai phong cac chat dan truyén than kinh kich
thich va trc ché cac phan xa don synap va da synap bang cach phong bé din truyén kich
thich & synap. Do baclofen chira ca hai GABA va phenylethylamin nén thuc hoat héa mot
trong cac chat dan truyén than kinh uc ché do. Dung lidu cao baclofen gay trc ché hé than
kinh trung uong (buon ngt, mat dleu hoa, trc ché ho hip va tim mach) nén thudc dugc coi
la c6 tac dung & cac vi tri trén tiy séng. Khi tiém baclofen vao trong mang nio tiy, thudc
lam tang giam dau va lam gidm co cling co.

PAC TiNH DUQC PONG HOC:

Hip thu:

Baclofen dugc hap thu nhanh va hoan toan tir duong tiéu hoa. Khong cé su khac biét dang
ké vé Trmax, Cmax va sinh kha dung giita dang vién nén va dang dung dich. Sau khi udng liéu
don (10 - 30 mg), néng d6 dinh trong huyét twong dat duoc sau 0,5 - 1,5 gid va AUC huyét
thanh ty 1¢ thuan véi lieu dung.

Phan bo:

Thé tich phan bd cua baclofen la 0,7 L/ kg. Ty 1€ gan két voi protein 1a khoang 30% va
khong thay d6i trong khoang nong do tir 10 nanogam/ mL dén 300 microgam/ mL. Nong
d6 hoat chat trong dich néo tuy thap hon nong do trong huyet tuong khoang 8,5 lan.

Dit liéu han ché cho thdy c6 do chénh léch giira nong do thudc & vung that lung va ndo that
khoang 4:1 doc theo truc than kinh trong khi truyén baclofen. P chénh léch nay khéng bi
anh huong do tu thé ngudi bénh.

Chuyen hoa: i
Chi c6 mot luong nho baclofen dugce chuyén hoa. Deamin hoa baclofen cho chat chuyén
hoa chinh la g-(p-clorophenyl)-4-hydroxybutyric acid khong cé hoat tinh.

Thdi trir:

Thoi gian ban thai trong huyét tuong ciia baclofen trung binh 13 3 - 4 gio.

Baclofen dugc thai trir phan 16n dudi dang khong do6i. Trong vong 72 gid, khoang 75% liéu
dung duogc thai trir qua thén voi khoang 5% la chat chuyén hoa.

Dugc dong hoc trén doi twong dac biét

Ngueoi cao tuéi (> 65 tuéi)

Duoc dong hoc cuia baclofen & ngudi cao tudi twong tu nhu ¢ bénh nhan dudi 65 tudi. Sau
khi udng liéu don baclofen, su thai trir & nguoi cao tudi chdm hon nhung AUC toan than
cua baclofen tuong ty nhu ¢ nguoi 16n dudi 65 tudi. Ngoai suy tir nhitng két qua trén cho
diéu tri dung liéu 1ap lai cho thay khong c6 su khac biét dang ké vé duoc dong hoc giita
bénh nhan duéi 65 tudi va nguoi cao tudi.

Tré em

O tré em (tir 2 - 12 tudi), sau khi ubng baclofen 2,5 mg, Cmax 12 62,8 + 28,7 nanogam/ mL
Va Trmax trong khoang 0,95 - 2 gio. Do thanh thai trong huyét tuong (Cl) 1a 315,9 mL/ gio/
kg; Thé tich phan bd (Vq) 14 2,58 L/ kg va thoi gian ban thai (T12) 125 - 10 gio.

Bénh nhan suy gan

Chua c6 thong tin duge dong hoc ¢ bénh nhén suy gan sau khi dung baclofen. Tuy nhién,
do gan khong dong vai tro quan trong trong chuyen hoa cia baclofen. Vi vay, dugc dong
hoc cuia baclofen thuong khong bi thay ddi dang ké & bénh nhan suy gan.

Bénh nhan suy than

Chua c6 nghién ctru dugc dong hoc 1am sang ¢6 dbi chimg ¢ bénh nhan suy than sau khi
dung baclofen. Baclofen duoc thai trir chu yéu dudi dang khong doi trong nude tiéu. Mot
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s6 it thong tin ndng do huyét trong thu duoc ¢ bénh nhan nit dang dugc chay than nhan tao
man tinh hodc suy than con bu cho thiy su giam dang ké d6 thanh thai va ting thoi gian
ban thai cua baclofen ¢ nhig bénh nhan nay. Nén can nhic hiéu chinh lidu dya trén nong
dd baclofen trong co the & bénh nhan suy than va tham phan mau kip thoi 1& mot bién phap
hiéu qua dé xtr tri khi nong do baclofen ting qua mirc trong tuan hoan.

14. QUY CACH PONG GOI: Hop 10 vi (Nhdm - Nhom) x 10 vién.

15.

16.

17.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THU()C

Piéu kién biao quan: Noi kho réo, tranh anh sdng, nhi¢t do khong qua 30°C.

Han dung ciia thudc: 36 thang ké tir ngay san xuat. )

Tiéu chuan chat lweng caa thudc: Tiéu chuan Nha san xuat.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:

DAVIPHARM

San xudt tai: ) ) )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC: 24.06.2019

Tén san pham: VILLEX-250

M4 sb toa: 0421.T1

Kiém soét sira ddi:

- Duyét mau theo CV 9719/QLD-PK ngay 20.06.2019 dong y thay doi
tén co s¢ sx va DK thuoc, mau nhan, to6 HDSD, TCCL ta dugc, cap nhat
ma vung vien thong

- Chuyén mé toa tir TOA377ABB sang 0421.T1 theo SOP Q.DK.1003

Ngay 24.06.2019

Nhan vién thiét ké:
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